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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Health  Care  Financing  Administration 

42  CFR  Part  405 

Conditions  for  Coverage  of  Suppliers 
of  ESRD  Services;  Revocation  of 
Requirements  for  Emergency 
Generator  and  Ground  Fault 
Interrupters 

agency:  Health  Care  Financing 
Administration  (HCFA),  HEW. 

ACTION:  Final  rule. 

SUMMARY:  These  amendments  remove 
the  requirements  for  emergency 
generators  and  ground  fault  interrupters 
in  end-stage  renal  dialysis  (ESRD) 
facilities.  The  purpose  is  to  reduce 
unnecessary  and  burdensome 
requirements  which  are  not  necessary  to 
the  health  and  safety  of  patients. 
date:  Effective  on  April  10, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Janet  Harryman,  301-594-9712. 
SUPPLEMENTARY  INFORMATION:  I'he 
Conditions  for  Coverage  of  Suppliers  of 
End-Stage  Renal  Disease  Services, 
which  were  published  on  June  3, 1976 
(41  FR  22502)  are  set  forth  in  42  CFR  Part 
405.  ESRD  facilities  are  currently 
required  to  have  an  alternate  power 
source  provided  by  an  emergency 
generator,  and  to  have  ground  fault 
interrupters  in  electrical  circuits.  (See  42 
CFR  405.2140(a)  (4)  and  (6)). 

The  requirements  for  emergency 
generators  and  ground  fault  interrupters 
have  been  under  criticism  by  dialysis 
facilities  since  they  were  published.  The 
emergency  generator  requirement  has 
been  criticized  as  an  expense  not 
justified  on  the  basis  of  patient  health 
and  safety.  Dialysis  machines  are 
equipped  with  handcranking  blood 
return  mechanisms  that  can  be  operated 
by  patients  or  staff.  Patients  can  easily 
be  trained  to  disconnect  themselves 
from  a  dialysis  machine  in  the  event  of  a 
power  outage.  In  a  facility,  staff  are 
trained,  and  expected  to  supervise  and 
assist,  in  this  process.  It  should  be 
noted,  too,  that  home  dialysis,  which  is 
a  modality  encouraged  by  the  Medicare 
End-Stage  Renal  Disease  Program 
Amendments  of  1978  (Pub.  L.  95-292  of 
June  13, 1978),  is  carried  on  without 
emergency  generators  and  is  not 
regarded  as  hazardous,  even  though 
subject  to  power  failures. 

The  requirement  for  ground  fault 
interrupters  has  been  criticized  by 
dialysis  facilities  either  because  it  was 
considered  unnecessary  or  because  a 
monitoring  system  that  did  not  interrupt 


]  power  to  the  dialysis  equipment  in  a 
facility  would  be  safer  for  the  patients. 
Again,  it  should  be  noted  that  there  is  no 
requirement  for  ground  fault  interrupters 
in  electrical  circuits  in  the  homes  of 
home-dialysis  patients. 

Survey  of  Dialysis  Facilities 

Before  publication  of  a  Notice  of 
Proposed  Rule  Making,  we  surveyed  the 
medical  directors  of  20  hospital-based 
and  38  free-standing  dialysis  units  on 
the  necessity  for  an  auxiliary  generator 
in  the  event  of  a  power  failure.  Thirty- 
two  of  the  58  respondents  indicated  that 
absence  of  a  generator  does  not  • 
adversely  affect  patient  health  safety;  44 
of  the  58  indicated  that  an  adequate 
staff-patient  ratio  and  patient  training 
were  sufficient  to  obviate  the  need  for 
an  electric  generator. 

Twenty-nine  facilities  reported  one  or 
more  power  failures  in  the  past  year;  16 
had  1  failure;  13  had  more  than  1  failure. 
In  no  instance  did  power  failure  result  in 
the  hospitalization  of  patients. 

No  similar  survey  was  made  on  the 
need  for  ground  fault  interrupters.  The 
requirement  for  interrupters  was 
initially  placed  in  the  ESRD  facility 
regulations  in  order  to  be  consistent 
with  the  DHEW  minimum  requirements 
for  general  hospital  construction  that 
“the  electrical  circuit(s)  to  fixed  or 
portable  equipment  in  hydrotherapy 
units,  and  to  dialysis  facilities,  shall  be 
provided  with  5  milliampere  ground 
fault  interrupters”  (DHEW  Publication 
No.  (HRA)  74-4000).  A  subsequent 
revision  (DHEW  Publication  No.  (HRA) 
79-14500)  deleted  the  specific  reference 
to  dialysis  facilities  and  now  reads  “the 
electrical  circuit(s)  to  equipment  in  wet 
areas  shall  be  provided  with  5 
milliampere  ground  fault  interrupters. 
Where  ground  fault  interrupters  are 
used  in  critical  areas,  provision  shall  be 
made  to  insure  that  other  essential 
equipment  will  not  be  affected  by  a 
single  interruption.” 

Notice  of  Proposed  Rulemaking 

On  November  7, 1978,  we  published  a 
Notice  of  Proposed  Rule  Making  (NPRM) 
in  the  Federal  Register  (43  FR  51822),  in 
which  we  proposed  to  revoke  the 
requirements  for  emergency  generators 
and  ground  fault  interrupters  in  renal 
dialysis  facilities. 

Public  Comments  on  Emergency 
Generator 

Of  the  21  public  comments  on  the 
emergency  generator  requirements,  11 
opposed  revocation  of  the  requirement, 
including  4  State  health  departments,  6 
facilities,  and  the  National  Fire 
Protection  Association  (NFPA).  The 
comments  from  the  health  departments 


and  the  NFPA  were  to  the  effect  that 
acutely  ill  patients  should  not  have 
dialysis  terminated;  however,  acutely  ill 
patients  are  hospitalized  and  hospitals 
participating  in  the  Medicare  program 
are  still  required  to  have  emergency 
power.  One  health  department  declared 
that  removal  of  the  generator 
requirement  was  not  consistent  with  the 
State’s  requirement  for  a  generator; 
however  §  405.2135  of  this  subpart 
requires  that  dialysis  facilities  meet  ail 
State  requirements. 

The  comment  from  the  American 
Hospital  Association  (AHA)  expressed 
concern  about  adequacy  of  staff:  patient 
ratios  in  non-hospital  units  and  stated 
they  would  investigate  such  ratios  in 
hospitals,  apprising  the  ESRD  program 
of  the  results  of  the  investigation.  Of  the 
remaining  9  public  comments,  2  ESRD 
networks,  4  facilities,  2  State  health 
departments,  and  a  State  public  welfare 
department  saw  no  problem  in  revoking 
the  requirements. 

Public  Comments  on  Ground  Fault 
Interrupters 

Of  the  16  public  comments  on  the 
ground  fault  interrupter  requirement  4 
were  against  revocation  of  the 
requirements,  including  1  State  health 
department,  1  ESRD  network,  and  2 
facilities.  The  reasons  for  opposition 
were  that  spilled  dialysate  solution  had 
been  observed  at  the  dialysis  machine 
and  that  ground  fault  interrupters  should 
offer  a  greater  degree  of  safety  than  not 
having  them.  There  were  12  comments 
in  favor  of  revocation  and  7  of  these 
comments  were  from  facilities,  2  from 
State  health  departments,  and  one 
comment  each  from  an  ESRD  network, 
AHA,  and  a  State  public  welfare 
department.  These  comments  were  that 
the  interrupters  were  not  needed  or 
were  a  greater  hazard. 

Response  to  Comments 

We  believe  that  patients  and  staff  in  a 
non-hospital  dialysis  unit  can  easily  be 
trained  to  disconnect  dialysis  machines 
in  the  event  of  a  power  outage  and  that 
patients  can  be  rescheduled  for  dialysis. 
Self-dialysis  by  patients  in  their  homes 
is  carried  on  without  emergency 
generators  and  is  not  regarded  as 
hazardous.  We  also  believe  that  dialysis 
facilities  are  not  subject  to  continually 
wet  conditions. 

Since  we  received  only  11  comments 
opposing  the  revocation  of  the 
emergency  generator  requirement,  and 
only  4  comments  opposing  revocation  of 
the  ground  fault  interrupter  requirement, 
and  do  not  have  evidence  that 
elimination  of  the  requirements  would 
pose  a  hazard  to  the  health  and  safety  of 
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patients,  we  have  decided  to  revoke 
them. 

Effect  of  This  Action 

Section  42  CFR  405.2135  requires  an 
ESRD  facility  to  be  in  compliance  with 
applicable  State  and  local  laws  and 
regulations.  Therefore,  if  a  State  or 
locality  requires  an  emergency 
generator,  the  dialysis  facility  must 
comply.  Otherwise,  there  will  be  no 
requirements  for  an  ESRD  facility  to 
have  an  emergency  generator  or  ground 
fault  interrupters. 

42  CFR  405.2140(a]  is  amended  by 
revoking  paragraphs  (a](4]  and  (a)(6). 

§  405.2140  Condition:  physical 
environment. 

The  physical  environment  in  which 
ESRD  services  are  furnished  affords  a 
functional,  sanitary,  safe,  and 
comfortable  setting  for  patients,  staff, 
and  the  public. 

(а)  Standard;  building  and  equipment. 
The  physical  structure  in  which  ESRD 
services  are  furnished  is  constructed, 
equipped,  and  maintained  to  insure  the 
safety  of  patients,  staff,  and  the  public. 
**«•** 

(4)  [Revoked]. 

(5)  Water  used  for  dialysis  purposes  is 
analyzed  periodically  and  treated  as 
necessary  to  maintain  a  continuous 
water  supply  that  is  biologically  and 
chemically  compatible  with  acceptable 
dialysis  techniques.  Records  of  test 
results  and  equipment  maintenance  are 
maintained  at  the  facility. 

(б)  [Revoked]. 

***** 

(Secs.  1102, 1871, 1881(b),  Social  Security  Act; 
42  U.S.C.  1302, 1395hh,  1395rr(b)) 

(Catalog  of  Federal  Domestic  Assistance 
Programs  No.  13.773,  Medicare  Hospital 
Insurance.  No.  13.774,  Medicare- 
Supplementary  Medical  Insurance) 

Dated:  January  31, 1980. 

Leonard  D.  Schaeffer, 

Administrator,  Health  Care  Financing 
A  dministration. 

Approved:  March  24, 1980. 

Patricia  Roberts  Harris, 

Secretary. 

[FR  Doc.  80-10900  Filed  4-0-80:  8:45  am) 
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